08/14/2006 14:50 FAX ® 009 

I 

| BEST AVAILABLE COPY 

Application No. 10/055.5j04 
Filed: October 25, 2001 j 

R EMARKS 

The claim amendments and remarks herein are responsive to the Final Office 
Action dated February ijl, 2006. Applicant has amended Claims 1, 21, and 44. 

j 
! 

i Claim Objections 

The Examiner objected to Claims 1-3, 6, 21-22, 44-17, and 65. According to the 
Examiner, the term "ajnulus" should be spelled "annulus". Applicant respectfully 
disagrees with the Exanfjiner. For example, Applicant directs the Examiner's attention to 
the American Journal of [Neuroradiology, which in its glosst ry states: 
"Either anulus or annulus is correct spelling." 

See http://www.asnr.ora/spine romenr.lature/alossiarv.shtml . attached herewith 
as Appendix A. 1 Further, the term "anulus" in the claims is consistent with the spelling 
throughout the spec'rfica ion of this application. 

Accordingly, Applicant respectfully requests that the Examiner withdraw the 
objection. j 

i 

| Claim Rejections 

Rejection under 35 U.S.C. S 101 

The Examiner rejected Claims 1- 8. 11, 44-47. 62. aid 64 under 35 U.S.C. § 101. 
Applicant respectfully ajsserts that Claims 1-8, 11, 44-47. 62, and 64 comply with 35 
U.S.C. §101. | 

Claims 1 is directed to encapsulating nuclear augmentation material, which is 
provided in combination with at least one anulus augmentation device. Thus, the 
combination is non-natujrally occurring and thus patentable under 35 U.S.C. § 101 . 

Likewise, Claim -f*. which recites "at least one anchor is adapted to be coupled 
to at least a portion of |the anulus augmentation device" is directed to a non-naturally 
occurring combination }af an anulus augmentation devico and nucleus augmentation 

material. i 

i 

I 

1 Applicant relies on this glossary only to show that the term "anulus" If spelled correctly, and not for any 
other purpose. \ 

i 

j ' 

PAGE 9(13* RCVD AT !H4i2Q066:49:59 PM [Eastern Daylight Time]' SVRiUSPTOIF XRF-3J9 ' DHIS:27M3O0 * CSID: ' DURATION (mnws):M-28 



08/14/2006 14:51 FAI 



E1010 



Application No. 10/055,304 
Filed: October 25, 2001 ! 



BEST AVAILABLE COPY 



Claim 21 also Recites a non-naturally occurring combination of an anulus 

i 

augmentation device anji nuclear augmentation material. 

Further, the nuclear augmentation material recited n Independent Claims 1 and 
21 are materials to aUqment the nucleus. These materials include, for example, 
polyurethane, polyester] PEEK, PET, FEP, PTFE, ePTFE, PMMA, nylon, carbon fiber, 
DELRIN (acetal), polyvinyl alcohol gels, etc. 

Moreover, the augmentation materials in some embodiments, even if derived 
from a human, are first (removed from the human, and thsn used as an augmentation 
material. It is well established that products found in nature are patentable if they have 
been given a new fbmji, quality, property or combination not present in the original 

article (e.g., the human) existing in nature. Here, the materials in some embodiments 

i 

are isolated from a humkn, and then used to augment the nucleus. 

I 

Accordingly, Applicant respectfully respects that the Examiner withdraw the 
rejection of Claims 1-gj, 11, 44-47, 62, and 64 under 35 U.S.C. §101. Applicant 
expressly reserves its rijjjht to argue this issue on appeal. 

Rejection under 35 U.S.C. § 112 

The Examiner r^ected Claims I-8, 11, 44-47, 62, and 64-66 under 35 U.S.C. 
§ 1 12. Although Applicant respectfully maintains that the previously pending claims are 

supported by the specification, Applicant has amended Claims 1 and 21 to recite a 

I 

nuclear augmentation nrjaterial that comprises a fluid that.us_adapted to.remain.fluid after, 
said nuclear augmentation material is implanted or infused in an intervertebral disc. 

Applicant's language complies with both the written description and enablement 
requirement. Applicant^ specification [page 50, 233-4] expressly provides, inter alia: 
The augmentation material 554 may remain "fluid* after the 



infusion step, or 



flowable or nonflowable state 



Additional 
material are 
remain constant 



may polymerize, cure, or otherwise harden to a less 



additives and components of the nucleus augmentation 
recited below. In general, the nature of the material 554 may 
during the deployment and post-deployment stages or 
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may change, frorr] a first infusion state to a second, subsequent implanted 
state. | 

i 

Indeed, the Exanjiiner has recognized that Applicant's disclosed material "may 
remain fluid after the infusion step." OA at page 2. Tho claims which depend from 
Claim 1 or Claim 21 are blso compliant with 35 U.S.C. § 112. 

Accordingly, Applicant respectfully requests that the Examiner withdraw the 
rejection of the claims urpder 35 U.S.C. ft 112. 



9 
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C ONCLUSION 

If any matters should remain, the Examiner is invited to contact the undersigned 
at the telephone number provided belcw. No fees are believed due. However, please 
charge any fees, including any fee:; for additional extensions of time, or credit 
overpayment to Deposit Account No. 1 1-1410. 

i 

Respectfully submitted, 

KNOBBE, MARTENS, OLSON & BEAR, LLP 



Dated: August 14, 200 



2827784 
081406 




Salima A. Merani, J.D., Ph.D. 
Registration No. L0236 
Attorney at Law 
Customer No. 20,995 
2040 Main Street 
14 th Floor 
Irvine, CA 92614 
(949) 760-0404 
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< http://www.asnr.org/spine nomenclature/glossarv.shtml >. 

Selected page from tine (AJNR showing that the spelling of "anulus" is correct. 



AJNR 



hOM£ «&U> 5UBSC1«PTK>M3 A*CWvS sSAftCH 



Nomtaiclature and Ctesifcati|cm of Lumbar Disc l*aihology 



GLOSSARY 

Not a: Soma tonus and definitions Inducted In this lltossary are not r 
terminology, out an? invaded to facilitate Interpretation of vernacularand, in S'xne < 
Improper use. Pirrforrod doflnttlons am listed first Sonfustacj or Inaccurate ahvmatlve efermMens 
are placed in brackets and designated as "Noo-Sta oCant" 

«8*ng disc: Disc denxaistratinjg tbe Stores of rwmai nging. SpondylosL* <fefornwnj possibly represents 

(be normal aging process. | 

anterior displacement: Displacement of disc tissues \ icyctKt (he disc space irao the inferior zone, 

anterior rate: PeridiscaJ zoi4 that is anterior tolhe m d-cororud plana of the vertebi body. 

anutas, nonplus {abbreviate^ form of aaatvhjs fibn su*)i A ntohflsnunatod Irgam tut surrounding the 
periphery of each disc space, 4^^^ cranraJ and cai idad, to end-plate cartilage an I ting apophyseal 

booe and Wentftos centrally wta nudeus jxdposus, No )e: Etther anuto or annul us is corotf spelling. 



Nomina Anatomies uses both brms whereas Teiraioot Jgia Anatonnca states "anutus fibrosus. 1 



1R.2I 



Fibroses* has no correct alte*n|tfrve spcJhns; fibrosis his a dtflcrent meaning and t* w correct in this 



asymmetric boJge Presence pf outer anulus beyond tie plane of the disc space, mo e evident in one 
section of the periphery of the pise than another, but uc t aufiictetuly focal to be etum .ierized as a 
protrusion. Note: .Asymmetric [bulge is a morphologic < bservarion of various potent* I causes and is not a 
dragoons. See; bulge. j 

oaHeon disc (colloquial): Disuse dispbeemem of m Jees through the vertebral cat place, corpraonry 
seen m severe osnjopowta I 

Thd cross sectional i 



base (of displaced disc); 
of origin, where disc material 
disc Space. In the cramo-caudal 
aha intervertebral space 



area of d isc material at the outer morgi n of the disc space 
• iispiaced beyond the das ; space is continuous with <hV material within the 
direction, the length of the base cannot exceed, by definition, die heijaVof 



broad-based protrusion: 
body apophyses over an area 
circumference of the dbc See 
material has displaced in 
S0%or 

less than 2$%, h is called 
connective ejssuc 
apophyses of over 50% of the 
focal protrusion. 



association i 
' 180 degrees) oppafent extension 
fbcjd 

: between ostt ophytcs> 



HchhBion of disc material • sxteiidbiJj beyond the outer cd ^es of the vertebral 
greater than 25% (90 degrees) and (ess than 50% ( I $0 Jegrees) of the 
protrusion, Note; Broad based protrusion refers only i s discs in which disc 
with focalized d$t uptioo of the eoulus and not t > generalised (over 
of disc tissue* beyond the edges of the apophyses. If the base is 
protrusion." Apparent extension of dtsc material, for nation of additional 
or overlapping non-disrupted tissue bcyon i the edges of the 
arc^ttTercrice 0*' Ihc dis> ; may be described as bulging See: bulging disc, 
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